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Application No. 

10/092,900 


Applicant(s) 

PADIGARU ET AL 


Examiner 

Rachei B. Kapust 


Art Unit 

1647 





Period for Reply CW7 *^™ aMress " 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. " 

" ^^^J^SffJ^ available under the provisions of 37 CFR 1.136(a), In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 1 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timelv 

- \f NO period for reply ,s spec.n.d above, the maximum statutory period will apply and will expire SIX (6) MONTHS Lrl i the mail ing de'rof thir c Lmunication 

- Failure o reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 US cTl 33) C ° mmUn,Cat,0n ' 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed may reduce any 

earned patent term adjustment. See 37 CFR 1704(b). J y y 

Status 

1)13 Responsive to communication(s) filed on 25 May 2004 . 
2a)S This action is FINAL, 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD, 1 1, 453 o.G. 213. 

Disposition of Claims 

4) H Claim(s) 13 and 20-22 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration, 

5) D Claim(s) is/are allowed. 

6) E3 Claim(s) 13 and 20-22 is/am rejprteri 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) H The specification is objected to by the Examiner 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner, 

Applicant may not request that any objection to the drawing(s) be held in abeyance, See 37 CFR 1.85(a), 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152, 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2 s p Certified copies of the priority documents have been received in Application No. , 

3D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received, 
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2) □ Notice of DraftspersorVs Patent Drawing Review (PTO-948) 

3) Q Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 
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4) D Interview Summary (PTCM13) 

Paper No(s)/Mail Date. , 

5) □ Notice of Informal Patent Application (PTO-1 52) 

6) □ Other: . 
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RESPONSE TO AMENDMENT 

Applicant's amendment filed May 25, 2004 is acknowledged. Claims 14-19 have been 
canceled. Claims 13 and 20 are amended. Claims 13 and 20-22 are pending and under 
consideration. The text of those sections of Title 35, U.S. Code, not included in this action can 
be found in a prior office action. 

Claim Rejections/Objections Withdrawn 

The objection to the title of the invention as not being descriptive is withdrawn in 
response to Applicant's amendment to the title. 

The rejection of claims 14 and 15 under 35 U.S.C. 112, first paragraph, for lack of 
written description, is withdrawn in response to Applicant's cancellation of these claims. 

The rejection of claims 13 and 17-19 under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
Applicant regards as the invention is withdrawn in response to Applicant's amendment to claim 
13 and the cancellation of claims 17-19. 

The rejection of claims 17-22 under 35 U.S.C. 102(b) as being anticipated by Strausberg 
et al. is withdrawn in response to the cancellation of claims 17-19 and Applicant's amendment to 
claim 13. 

Specification 

It is noted that Applicants stated that they intend to file a supplemental amendment 
correcting the use of trademarks in the specification. At this time no supplemental amendment 
has been filed. Therefore, the objection to the specification regarding the use of trademarks as 
stated on p. 2 of the office action of paper no. 0204 is maintained. 
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Claim Rejections - 35 USC § 101 

The rejection of claims 13 and 20-22 under 35 U.S.C 101 is maintained for reasons of 
record on p. 3-4 of the office action of paper no. 0204. 

Applicants argue on p. 6 of the response that the substantial asserted utility for the 
claimed nucleic acid molecules is that they can be employed as tools in cancer diagnosis because 
there is significant expression of the gene in cell lines derived from breast cancer tissue, brain 
cancer tissue, colon cancer tissue, and ovarian cancer tissue. Applicants refer to p. 705 of the 
specification which indicates "that the expression of the claimed sequence is disregulated in cell 
lines derived from colon, brain, ovarian, and breast cancer" (p. 6 of response). 

Applicants' arguments have been fully considered but have not been found to be 
persuasive. As stated in the office action of paper no. 0204, tissue-specific expression such as 
that found on p. 705 is not specific to the claimed polynucleotide. It does not depend on any 
characteristics of the nucleic acid molecule itself. Regarding Applicants' argument that because 
expression of the claimed nucleic acid sequence is disregulated in cell lines it may be used as a 
marker in the diagnosis of cancer, the expression of markers often differs between expression in 
cell lines and actual expression in the patient's cancerous tissue. Bover et at (1 998, Cell. Mol. 
Biol. 44(3): 493-504) teach that expression of markers was heterogeneous between an in vitro 
growing cell line and a xenotransplanted tumor growing in nude mice. An oncogene was 
amplified in the patient's primary tumor, whereas no amplification was found in the 
corresponding cell line. Bover et al teach that the differences between the patient's tumor, the 
cell line, and the nude tumors are probably due to clonal expansion of cell variants not present in 
the original tumor. Accordingly, one of skill in the art would not know whether the nucleic acid 
of the claimed invention would be amplified in a real tumor or whether it is merely due to clonal 
expansion of a cell line. Further research would be required to determine how and if the claimed 
nucleic acid molecule is involved in any disease and whether or not it is a diagnostic marker for 
any disease. 
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Claim Rejections - 35 (JSC § 112 

Claim 13 is newly rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. This is a new matter rejection. 

As amended, claim 13 is drawn to a nucleic acid fragment encoding a polypeptide 
comprising at least a 40% portion of the amino acid sequence given SEQ ID NO: 1 12, While the 
original disclosure refers to nucleic acid fragments encoding a portion of SEQ ID NO: 1 12, the 
original disclosure does not refer to fragments encoding a polypeptide comprising at least a 40% 
portion of the amino acid sequence of SEQ ID NO: 112. Such nucleic acid fragments are 
considered to be new matter. 

The rejection of claims 13 and 20-22 under 35 U.S.C. 1 12, first paragraph, because since 
the claimed invention is not supported by either a specific or substantial asserted utility or a well- 
established utility, and one skilled in the ait would not know how to use the claimed invention, is 
maintained for reasons of record on p. 5 of the office action of paper no. 0204. 

The rejection of claims 13 and 20-22 under 35 U.S.C. 112, first paragraph for lack of 
enablement for nucleic acid fragments encoding a polypeptide comprising at least a 40% portion 
of the amino acid sequence of SEQ ID NO: 1 1 2, is maintained for reasons of record on p. 5-6 of 
the office action of paper no. 0204. 

Applicants argue that the pending claims are now not directed to an infinite number of 
variants, and one of skill in the art would be able to make and use the polynucleotides of the 
claimed invention without undue experimentation, 

Applicants' arguments have been considered but have not been found to be persuasive. 
There is no fiinctional limitation in the claims. Applicants have taught the polynucleotide 
encoding the polypeptide of SEQ ID NO: 1 12. However, Applicants provide little or no 
guidance beyond the mere presentation of sequence data to enable one of skill in the art to 
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determine, without undue experimentation, the positions in the protein that are tolerant to change 
and the nature and extent of changes that can be made in these positions. Applicants have not 
asserted any activity for polypeptides comprising SEQ ID NO: 1 12. The encoded polypeptides 
comprising at least 40% of SEQ ID NO: 1 12 could have structures and functions that are very 
different from that of a polypeptide encoded by SEQ ID NO: 112. In addition, because there is 
no activity disclosed for the encoded polypeptide, there would be no means for predicting or 
identifying other polypeptides that would have a similar activity. 

Due to the large quantity of experimentation necessary to generate the large number of 
variants recited in the claims and screen the same for activity, the lack of direction/guidance 
presented in the specification regarding which structural features are required in order to provide 
activity, the absence of working examples directed to same, the complex nature of the invention, 
the state of the prior art which establishes the unpredictability of the effects of mutation on 
protein structure and function, and the breadth of the claims which fail to recite any structural or 
functional limitations, undue experimentat ion would be required of the skilled artisan to make 
and/or use the claimed invention. 

The rejection of claims 13 and 20-22 under 35 U.S.C. 112, first paragraph for failing to 
comply with the written description requirement is maintained for reasons of record on p. 7-8 of 
the office action of paper no. 0204. 

Applicants argue that the pending claims are described by the as-filed specification in 
such a manner as to allow a person skilled in the art to conclude that Applicants had possession 
of the claimed invention. 

Applicant's arguments have been considered but have not been found to be persuasive. 
Applicants have disclosed one species, the nucleic acid molecule consisting of SEQ ID NO: 111, 
but have not disclosed sufficient species for the broad genus which includes nucleic acid 
molecules encoding polypeptides comprising at least 40% of SEQ ID NO: 1 12, The claims do 
not require that the encoded polypeptide possess any particular biological activity, nor any 
particular conserved structure, or other disclosed distinguishing feature. Thus, the claims are 
drawn to a genus of polynucleotides that is defined only by sequence identity. 
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To provide adequate written description and evidence of possession of a claimed genus, 
the specification must provide sufficient distinguishing identifying characteristics of the genus, 
The factors to be considered include disclosure of compete or partial structure, physical and/or 
chemical properties, functional characteristics, structure/function correlation, methods of making 
the claimed product, or any combination thereof In this case, the only factor present in the 
claims is a partial structure in the form of a recitation of percent identity. There is not even 
identification of any particular portion of the structure that must be conserved. As stated above, 
it is not even clear what region of the protein has the disclosed activity. Accordingly, in the 
absence of sufficient recitation of distinguishing identifying characteristics, the specification 
does not provide adequate written description of the claimed genus. 

Conclusion 

NO CLAIMS ARE ALLOWED. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 136(a) will be calculated from the mailing date of the advisory action. In no event, 
however , will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Rachel B. Kapust whose telephone number is (571) 272-0886, 
The examiner can normally be reached on Mon-Fri 8:30 am - 5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brenda Brumback can be reached on (571) 272-0961. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306, 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-directuspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free), 
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8/5/04 




